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nr.wTWBTf'.ATtON OT FACSIMILE TRANSMlSSIQg 
Ihcrcby certify that mis pap^^ 

by facsimile transmission on May 18, 2005 to facsimile telephone number (571) 273-0300. 

* ' 41,071 • *.: 

A^y^.^4^ti - - 

t-^Z- (Res- No.) 

David W-Hibler 1 8 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Appeilant(s): Walked. Group Art Unit: 1647 

Application No.:" 09/997,191 -AppcaLNo.;.- 20.04=2313 r 

Ricd: 11/20/2001 Examiner: R.DeBerry 

Title: Novel Human Wnt-Family Protein and Atty. Docket No.: LEX-0270-USA 
Polynucleotides Encoding the Same — — 



REQUEST FO* REHEAg TTVttlTNDER Vt CF-R. 3 1497(b) 

MaU Stop Appeal Brief -Patents >•'• 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Appellants acknowledge the receipt of the Decision on Appeal ("the Decision") in the 
above-referenced case, mailed on March 18.2005. which has been caiefuUy reviewed and Studied. 
Appellants herein request rehearing, as discussed in detail below, 

Assetforthin37C.F.R. § 1.197(b) f thetimeUniitforfilingarequestforrehearingi5«within 
two months from the date of the original decision". Tliepresentrequest for rehearing is therefore timely 
filed, and Appellants believe no fees are due in connection with this request. However, the 
Commissioner is authorized to charge any required fees or credit any overpayment to Deposit Account 
No. 50-0892. 
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p ^TTttST FOR R EHEARING 

AsS6t f<mhm37C.F*.§l.l!^^^ 
ihepointsbcUcvedto^ 

^tfWly^bnut^theBoardapp^stohavemisapprehended Appellants' arguments concerning 
several of me<^ble,spec^^^ 

in the p^ent case. Specifically: 1) Appellants' assertion that the presently claimed nucleotide 
sequence, SEQID NO: 1, encodes ahumanWn^^^ 
andcleveloprnen^ 

forensicanalysis;and3) Appellants' assertion mat the presently claimed nucleotide sequence has 

utility for monitoring gene expression patterns using high-throughput PNAjchips. . _ 

With regard to Appellants' assertion that the presently claimed nucleotide seance, 
SEQ ID NO: 1, encodes a human Wnt-14 protein, SEQ ID NO:2, that is involved in cancer and 
dBvelo P rr*nt,wh^^ 

implicated* anu^^ 
- homeostasis.development.weightregulauon.andinflammauon'^AeD^ 

specification does not disclose which, if any. of these processes have been associated with Wnt- 14, 
nor does the specification provides (^provide) any inform^ ^ 

activity ofraepolypcpudecncodedby the instantly claimednucldc acids" (theDecision at page 13). 
The Decision acknowledges Appellants' argument in the Appeal Brief that 

the specification as originally filed states that the presently claimed 
sequence has arole in "cancer" (specification atpage 1, line 26), a 
role that has been confirmed by Kirikoshi et al. (Int. J. OncoL 
19:1221-1225, 2001 ...)■ as well as a role in "development" 
(specification atpage l,line26), a role that has been cp-nfirrned by 
Hartmann and Tabin (.Cell 104:341-351, 2001 ...). Appellants 
pointed out mat given me wdJisitgbHsii^ 
relevance Of Wnt-14, those of skill in the art wouldieadily appreciate 
the utility of the present sequence in numerous applications, as 
described herein below and in the specification as originally filed 

(the Decision at page 13, emphasis in original), but states that "(w)e do not find this argument 

persiJasive-b^ause'^ 
ofmcin 5 tantapplicauon(Novemb^ 
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* 

a disclosure of utility sufficient to satisfy 35 U.S.C. § 101 is determined as of the filing date of the 
application". In support, the Board cites InreBrana (34 USPQZd 1436 (Fed. Or. 199S);»W); 
Enablement, or utility, is determined as of the appUcation filing date" (the Decision at page 13). 

Appellants respectfully submit that the Boardhas misapprehended the holding in Brcma. This 
ism^readuyshownbyexa^^ 

(»(e)nableirumt,orutm^ ' 

declarauon.thoughtaedaf^^^ 

assercedutihtysinccmisp^ 

supra). Thus, rather than supporting the Board's position, Brana actually supports Appellant?' 
' po 5 ition,sinc«therefe^^ [effective] filing date, can be 

used to substantiate any doubts as to the assorted utility.since.this.pertaiDitS ttiejccuracy of _a__... 

statement already in the specification". 

5 Appellants respectfully point out that Appellants' position is also supponedby another case 

citedandquotedbymeBoardinthe^ 

1980); "Mies"). As set forth in the Decision: 

theCCPA reversed a rejection for lack of utility in In re Jolles. The , . 

appUcantsin/oHejclaimed pharrr^^ 

disclosed to be useful in treating acute myoblastic leukemia. The 

active ingredient in the compositions were closely related to k . . • 

dauTiorubicin and doxemibitin, both of which were 'well recognized in 

the art as valuable for use in cancer chemotherapy' . The applicant 

also submitted declaratory evidence [of post-filing experiments] , 

(theDecisionatr^9,duuic™ 

' bereliedupontosjfflr^meorigm^ 

Jolles, it is clear that the Board's stated conclusions are inconsistent with the cited legal precedent. 

Given that the legal basis for the Board' s decision requires reconsideration, the remaining 
SCTentific/procedural issue is whether the United States Patent and Trademark Office ("iheUSPTO") 
considers "structural similarity" to Wnt- 14, which the skilled artisan would clearly believe to have a 
credible, specific, substantial, and wcU-cstablished utility, sufficient to establish a patentable utility for 
the claimed sequence. Appellants pointed out in the Appeal Brief that Example 10 of the Revised 
IntcrimUtmtyGuia^ttiwsT^ 

foimbytheUSPTO,clearlyestabUshesmatarejectionunder35U.S.C. § 101 as allegedly lacking a 
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patentable utility, and under 35 U.S-C. § 1 12, first paragraph as allegedly unusableby the skilled artisan 
duetotheaUegpilackofpai^^ 

8 coregrcat e rlh fl n95%toaprotein havingaknown function. Appellants submit, as set forth in the 
AppcalBrief a tpage5,that as the presendy claimed 'Tull length sequence'' has a shnilarity score of 
"greater than 95%" (in fact, nearly 100% identity) to a protein having a known function (specifically, 
to a sequence that has been annotated by third party scientists wholly unaffiluaedwithAppellaniS 
as Wnt-14; see Exhibit A of the Appeal Brief, that has been confirmed to be associated with a 
biologicalfuncWat^ 

inthcspecificatic^asori 
ofmetestde^bedbymeUSPTOasc^ 

InterimUtmty Guided 

the requirements for utility under both 35 U.S.C § 101 and35U.S.C. § 112. 

Regarding Appellants' assertion that ^presently described polymorphisms have utility in 
forensic analysis, the Decision states that: 

assuming that those skilled in the an would have understood the 
specification's reference to "forensic biology" to refer to the 
polymorphisms in SEQ ID NO: 1 , Appellants have not shown that the 
drilled YirorlrnYnnlfl hivr Ht 1 *»"» «rr^« p° 1vrncirnhisms ^sent 
in SEQ ID NO; 1 - without analysis of their degree of variability in the 
human population and without associating them with any other genetic 
marker - to be useful as argued 

(theDecisiOT atpage 15,empha^ 

position. Rather, as AppeUantsclearly set forth in the AppcalBrief a tpag e s9andl0,theuseofthe 

pre^tiy describedpolymraphisms m 

ulumawbiologicalfimcuonofth^ 

condition". Further, Appellants set forth numerous instances where the presently described 
polymorphisms are useful in the present form, without any information about "their degree of variability 
in the human population and without associating mem with any other genetic marker". Specifically, at 
page 9 of the Appeal Brief, Appellants pointed out that the presently described polymorphisms e an be 
used to "rule out suspects in many criminal cases", as well as to "rule out individuals suspected of 
fathering a particular child' ' . The skilled artisan readily understands that in such a forensic analysis, the 
presence or absence of the polymorphic marker is all that is required. If a suspect lacks one or more 
of the instantly described polymorphic markers present in DN A from a criminal case or in a paternity 
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determmahoi,. that suspccus ruled out No former irtformat^ 

in the human population" or "associating them with any other genetic marker" i s required. Thus, 
Appellants submitthatthepresenfly clamed sequences, and the polymorphisms therein contained, are 
useful in forensic analysis in theircurrendy available form, and thus meet the utility requirements of both 
35 U.S.C. § 101 and 35 U.S.C. § 112. 

Finally, with regard to Appellants' assertion that me presen^^ 
utiUty for monitoring gene expression pattern^ ; , 

Under Appellants ' rale, then, any polynucleotide from an expressed 
gene would be patentable if it was adequately described in the 
specification and was not disclosed or suggested in the prior art. This 
s taiulard,however,isnotuieonesetbyCon 

a patentable invention also be useful and fully enabled, nor is it the 

standard mat has been consistency apphc^ " - 

the flood of ']3KA"pitoteW would result r^adopdon 'erf- 
Appellants' rule could doom the potential contribution of micro arrays 
to biological research .... The practical effect of Appellants' utility 

standard, however, would be that making a microarray with 1000 
genes represented on it would require investigating each of theDNA 
sequences (and subsequences) on the gene chip to ensure that it was 
not the subject of someone else's patent. For each of the DN As that ...... 

was the subject of someone else' s patent claim, a license would have 
to be negotiated - potentially thousands of such negotiations for the 
finished product 

(theDecisi^bridgingr^ges ^ 

to be patentable an invention must "be useful andfully enabled", but respectfully point out thatthere are 
anurrterof flaws in meicas^ 
utiUty requirement (wWeh 

hundreds, if not thousands, of valid, issued U.S. Patents covering nucleic acid sequences. Thus, 
'^aldngaimcroarray with 1000 genes represented on it" pmmtlY requires investigating each of 
the DNA sequences (and subsequences) on the gene chip to ensure that it" is "not the subject of 
someone else's patent", and "(f)or each of thcDNAs that" is "the subject of someoneelse' s patent 
claim;, alicense" has "tobenegotiated". However, the presence of such issued U.S. Patents has not 
"doom(edj the potential contribution of microarrays tobiological research", as microarrays continue 
tobemanufacturedandusedm^^ Thus, the "industry gridlock likely to 

result", which "has been termed a 'tragedy of the anticrjrnrnons'" (the Decision at page 23), has clearly 
rjatcometopass. Thus, it !5 abundantly clear that "Appellants' mle"formeetmgm e utiUtyrequirernmte 
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under 35 U.S.C § 101 andSSU.S.C. § 112 is actually the exact same standard of utility that the 
USPTO has followed for years, and continues to follow to this very day. 

Next, thcBoard states that 'Xa^ough each nud^^ 
^cratedbytheDNAchipo^ 

atinycontribunontotheoverallpictuiB'-, ^^^HlMCtol^tli-|101««»»«tta 
ademimrrmss^ 

neither 35 U.S.C. § 101. nor any decision of the Supreme Court or the Federal Circuit, clearly 
elucidates what constitutes a de minimus utility. Using the reasoning set forth by the Board, aDNA 
chipthatcontainedaparticularnucleic acid sequence amongst 1000 DNA sequences is de minimus, 
butaDNAchipthatcontameda^^ 

wouldukelyn^beconsidered^mmim^. In fact, the heightened bu«!«ifl^W.2»!»«*_ 
sequencesformeeting^^ and35U.S.C,§ 112isc*actly 

what leads to thecurrent situation of attempting to detennine how u^nwsUcc an apple before it can 

no longer be considered an apple. ■ >. ' • • s <■ • 

HnaUy, AppeUants point outthai all articles of nmnufactuiccomposedofmultipleparterequnes 

'1nvesugatingeach"pait^ Asjusttwo 

SatelliteSCOnsmiCtcdandl^ 

shouldhavebecn'Snvestigated" to ensure that none of the parts were "the subject of someone else's 
patent". Nevertheless, even in spite of U.S. Patents to intennittentwindsmeld wipers and satellite 
stabilizing systems, innovations in both of these areas has not been hindered to create "industry 
gridlock". Further, using the reasoning set forth by the Board in the preceding paragraph, the 
intennittentvrfndsMeW^ 

of the automobile, yet was found to meet the utility requirements under 35 U.S.C. § 101 and 
35 U.S.C. § 1 12. In brief, practical experience has largely rendered moot the hypothetical policy 
considerations discussedintheBoard's decision. Thus. Ar^llantssubimtthatmepresentiyclairned 
invention meets the utility requirements of both'35 U.S.C. § 101 and 35 U.S.C § 112. 

As setforthinthe AppcalBrief, Appellants need only make one credible assert on of utility 

In rc Gottlieb, 140 USPQ 665 (CCPA 1964); In re Mcdachowski. 189 USPQ 432 (CCPA 197,6); 
HoJ^v.&aus,9VSJ>Q2dl65'l ®d.l?*.t. App.&Inter. 1988). Thus, based on the arguments 
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above, as well as those set faith in the Appeal Brief, Appellants contend that ihe presently claimed 
sequenceclearlymeetsthcutiUtyrequixexnentsofbothSSU.S.C. § 101 andSSU.S.C. § 112, first 

pai^ph.asdcfmedbyest^ 
and even as a matter of practically proven policy. 

Therefore, gjW that assertions of credible, specific, substantial, and well-established utilities 
aresetforthbyAppillants in the present Appeal Brief, which appear to havebeentrusapprehended 
by theBoard, AppeuL lespectfullyrequest arehearingof the present Appeal Brief, andforthcBoar^ 
WOverruletherejcio^ofclairnsl^underSSJU.S^ 
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David W. Hibler R«>B- No. <u,07 1 

Agent for Appellants 
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